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DETAILED ACTION 



Specification 

1 . The lengthy specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware in the 
specification. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 67 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Regarding claim 67, it is unclear what constitutes a "sharper 
profile" with reference to the cross section of the threaded portion. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 



Application/Control Number: 10/598,593 
Art Unit: 3735 



Page 3 



(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

5. Claims 50-67, 86 and 87 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Hunter et al. (U.S. Patent No. 6,499,488). Hunter et al. (hereinafter 
Hunter) teaches an implantable marker/sensor. Regarding claims 50, 53, 58-62, 65-67, 
Hunter teaches a implantable marker comprising: a housing 26 having an inner cavity 
29, the housing having an outer surface, the outer surface providing a bone anchor 14 
having a threaded formation and a barb at its tapered tip which engages with bone 
when implanted in use to retain the marker in the bone; and a marker 28 secured within 
the cavity, wherein the marker is detectable by a tracking system (Figs. 1 A and 1 B and 
col. 4, lines 8-15). Regarding claim 51, the marker and cavity are configured such that 
at least a part of the marker is capable of being positioned within the bone in use (col. 3, 
lines 63-67 - col. 4, lines 1-3 and col. 6, lines 11-20). Regarding claims 52 and 55, the 
marker 28 is hermetically sealed (col. 6, lines 1-10). Regarding claim 54, the threaded 
formation of anchor 14 encourages "bone on growth" (Figs. 1 A and 1 B). 

Regarding claims 56 and 57, the marker is wirelessly detectable using 
electromagnetic radiation (col. 4, lines 23-35 and col. 5, lines 16-22). Further regarding 
claim 60, the housing and bone anchor may be integrally formed (col. 5, lines 55-58). 
Regarding claims 63 and 64, the housing has a connector 31 for releasably engaging 
with an insertion tool and preventing relative rotation between the marker and insertion 
tool when connected (col. 6, lines 26-32). 
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Regarding claim 86, Hunter teaches an implantable maker comprising: a housing 
(26, 14) having a body section, a distal end and a proximal end, wherein the body 
section is cylindrical and defines a cavity therein, the distal end is tapered, the proximal 
end has a connector 31 for engaging an insertion tool, and wherein the housing has an 
outer surface 18 bearing a screw thread; and a marker 28 enclosed within the cavity, 
the marker being hermetically sealed and wirelessly detectable by a tracking system 
(col. 4, lines 8-15) using electromagnetic radiation (col. 5, lines 16-22), and wherein the 
implantable marker is retained in the bone in use by the interaction of the screw thread 
18 and surrounding bone and wherein the marker 28 is located within the bone when 
the implantable marker is implanted in the bone (Figs. 1A and 1B). Regarding claim 87, 
the implantable marker may further comprise additional sensors for detecting a property 
in the region around the marker (col. 6, lines 1-10). 

6. Claims 69-73, 76-79 and 81-84 rejected under 35 U.S.C. 102(e) as being 
anticipated by Mazzocchi et al. (U.S. Pub. No. 2004/0030236). Mazzocchi et al. 
(hereinafter Mazzocchi) teaches an assembly for internally engaging a patient's skull. 
Regarding claims 69 and 70, Mazzocchi discloses a kit comprising: a guide instrument 
700 having a guide channel 702 for receiving an implantable marker; an insertion tool 
(606, 1320) having an elongate body and a channel (Figs. 1 1 and 13), receivable within 
the guide channel and translatable along the guide, the insertion tool having a distal end 
for releasably engaging an implantable marker 100; the implantable marker 100 
comprising a housing defining a cavity and a marker 300 detectable by a tracking 
system, wherein the insertion tool is operable to drive the implantable marker 100 into 
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the bone ([0040], Figs. 3 and 1 1 ). Regarding claim 71 , the insertion tool (606, 1320) 
has an aperture for receiving the thread therethrough (Fig. 13). Regarding claims 72 
and 77, the implantable marker 100 has a distal end bearing a bone (and skin) 
penetrating tip 112 [0038]. Regarding claims 73 and 78, a self-drilling base 100 is 
located on the distal tip of the guide instrument. The self-drilling base has a plurality of 
bone penetrating teeth and at least a first and second plurality of bone penetrating teeth 
on opposing sides ([0049] and Fig. 10). 

Regarding claim 76 and 79, the kit further comprises a drill 1000 receivable 
within the guide channel and translatable along the guide channel, the drill having a drill 
bit (tapered tip) at a distal end for creating a hole in bone (Fig. 10). 

Regarding claims 81-84, Mazzocchi teaches a method for implanting an 
implantable marker in a bone, wherein the marker is detectable by a tracking system, 
the method comprising: puncturing the skin with a power-driven insertion tool and 
positioning a distal end of the instrument adjacent the bone; drilling a hole in the bone; 
driving the implantable marker 100 into the bone from the instrument; and withdrawing 
the instrument while leaving the marker implanted in the bone [0038]. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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8. Claim 68 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hunter 
et al. (U.S. Patent No. 6,499,488). Hunter discloses the invention as claimed, see 
rejection supra; however Hunter does not disclose expressly that the cross section of 
the thread is in the shape of a rounded trapezium. Instead, Hunter indicates that the 
marker has a threaded portion configured to be secured into bony structures (col. 3, 
lines 63-67 - col. 4, lines 1-3). At the time the invention was made, it would have been 
an obvious matter of design choice to a person of ordinary skill in the art to use a thread 
having a cross section in the shape of a rounded trapezium because Applicant has not 
disclosed that such a shape provides an advantage, is used for a particular purpose, or 
solves a stated problem. One of ordinary skill in the art would have expected Hunter's 
threaded portion and applicant's invention, to perform equally well with either the shape 
taught by Hunter or the claimed "rounded trapezium" because both would perform the 
same function of securing the marker within bone. Therefore, at the time of the 
invention it would have been prima facie obvious to modify Hunter to obtain the 
invention as specified in claim 68 because such a modification would have been 
considered a mere design consideration which fails to patentably distinguish over the 
prior art of Hunter. 

9. Claim 74 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mazzocchi et al. (U.S. Pub. No. 2004/0030236) in view of Hunter et al. (U.S. Patent No. 
6,499,488). Mazzocchi discloses the invention as claimed, see rejection supra; 
however Mazzocchi fails to disclose including a magazine for storing the implantable 
markers. Hunter discloses an implantable device for sensing location and positioning. 
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Regarding claim 74, Hunter teaches that the body enclosing the sensor may include a 
cartridge for removably securing a sensor in the body. At the time of the invention it 
would have been obvious to one of ordinary skill in the art to have incorporated a 
cartridge for holding sensors as taught by Hunter, into the body of an instrument for 
implanting markers as taught by Mazzocchi, as it is desireable to use a multiplicity of 
any type of markers or sensors to improve accuracy of detection. 
10. Claim 88 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hunter 
et al. (U.S. Patent No. 6,499,488) in view of Govari et al. (U.S. Pub. No. 2003/0023161 ). 
Hunter discloses the invention as claimed, see rejection supra; however Hunter does 
not disclose expressly that the sensor is sensitive to one of pressure, temperature, 
biological or chemical activity. Govari et al. (hereinafter Govari) teaches an implantable 
device for determining and producing position and orientation coordinates. Regarding 
claim 88, Govari teaches sensors for determining temperature and pressure, as well as 
other properties, in addition to the sensors for determining coordinates of the 
implantable device [0057]. Therefore, at the time of the invention it would have been 
obvious to one of ordinary skill in the art to have constructed additional sensors in an 
implantable device as taught by Hunter, of means for measuring physiological 
parameters as suggested by Govari, in order to determine the state of the tissue with 
which the implant contacts. 
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Allowable Subject Matter 

1 1 . Claims 75, 80 and 85 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. Regarding claim 75, the prior 
art of record does not teach or fairly suggest a kit for implanting an implantable marker 
in bone as claimed by Applicant, wherein the magazine of the guide instrument includes 
a dispensing mechanism configured to automatically insert a further implantable marker 
into the guide channel after a current implantable marker has been implanted. 
Regarding claim 80, the prior art of record does not teach or fairly suggest a kit for 
implanting an implantable marker in bone as claimed by Applicant, wherein the insertion 
tool includes the drill and wherein the distal end of the insertion tool is a separable part 
of the insertion tool into which at least the drill bit can be releasably fastened to provide 
the insertion tool. Regarding claim 85, the prior art of record does not teach or fairly 
suggest a method for percutaneously implanting an implantable marker in a bone, 
wherein the instrument includes a guide channel extending at least partially along a 
longitudinal axis of the instrument, and the step of drilling the hole includes translating a 
drill at least partially along the guide channel of the instrument. The prior art teaches a 
guide instrument which is solid for self-drilling, and therefore a drill is not translated 
along the guide channel of the instrument. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTINE D. HOPKINS whose telephone number is 
(571)272-9058. The examiner can normally be reached on Monday-Friday, 7 a.m. -3:30 
p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Charles A. Marmor, II/ 
Supervisory Patent Examiner 

/C. D. H./ Art Unit 3735 

Christine D Hopkins 

Examiner 

Art Unit 3735 



Application/Control Number: 10/598,593 Page 10 

Art Unit: 3735 



